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BES SES OR 95% CI
Deﬁnite stent thrombosis
0-3 years 17 (1.4%) 12 (1.0%) 1.45 (0.69-3.13)
0-1 year 10 (0.8%) 3 (0.2%) 3.41 (1.04-15.3)
1-2 years 6 (0.5%) 3 (0.2%) 2.16 (0.57-10.3)
2-3 years 1 (0.1%) 6 (0.5%) 0.17 (0.01-0.98)
Very late stent thrombosis 7 (0.6%) 9 (0.7%) 0.81 (0.29-2.19)
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Background: There is limited head-to-head data on long-term safety and efﬁcacy
outcomes for everolimus-eluting stent (EES) and sirolimus-eluting stent (SES).
Methods: In the SORT OUT (Scandinavian Organization for Randomized Trials with
Clinical Outcome) IV trial we prospectively randomized 2,774 patients. The SORT
OUT IV trial demonstrated non-inferiority of the EES to the SES at 9 months. Follow-
up through 5 years was complete in 2,770 (99.9%)). The 5-year pre-speciﬁed endpoint
was a composite of safety and efﬁcacy (major adverse cardiac event (MACE): cardiac
death, myocardial infarction, target vessel revascularization and deﬁnite stent
thrombosis).
Results: At 4-year EES remained non-inferior to SES for the composite primary end
point which occurred in 11.8% in the EES group and in 14.7% in the SES group
(hazard ratio (HR) 0.80, 95% conﬁdence interval (CI) 0.65-0.98). Cardiac death 3.8%
vs. 3.9% (HR 0.98, 95% CI 0.67-1.43) did not differ between the two groups, whereas
target lesion revascularization (EES 4.2% vs. SES 6.2%, (HR 0.68, 95% CI 0.49-0.95)
and myocardial infarction (EES 2.9% vs. SES 4.3%, (HR 0.67, 95% CI 0.45-1.00).
Deﬁnite stent thrombosis were lower in the EES group (0.3%) compared to the SES
group (2.0%) (HR¼0.15, 95% CI 0.05-0.45) which largely was attributable to a lower
risk of very late deﬁnite stent thrombosis: 0.1% versus 1.3% (HR¼0.11, 95% CI 0.03-
0.47). The 5-year results will be available for presentation at the TCT meeting 2014.
Conclusions: At 4-year follow-up, MACE rate was signiﬁcantly lower in EES treated
patients compared to SES. The 5-year results will be available for presentation at the
TCT meeting 2014.
TCT-642
Stent thrombosis rates in abluminal biodegradable polymer biolimus-eluting
stent versus durable polymer everolimus-eluting stent in patients undergoing
percutaneous coronary intervention: 3 Year Follow-Up from the COMPARE II
trial
Sjoerd H. Hofma1, Georgios J. Vlachojannis2, Pieter C. Smits3, Mario Togni4,
Nicolas Vazquez5, Mariano Valdes6, V. Voudris7, Ton Slagboom8,
Jean-Jacques Goy4, A.G. Vuillomenet9, Antonio Serra10, Ramiro Trillo11,
Peter den Heijer12, Martin van der Ent2
1Medical Center Leeuwarden, Leeuwarden, Netherlands, 2Maasstad Hospital,
Rotterdam, Netherlands, 3Maasstad Hospital Rotterdam, Rotterdam, Netherlands,
4Hospital and University Fribourg, Switzerland, Fribourg, Switzerland, 5Hospital
Juan Canalejo, A Coruña, Spain, 6Hospital Universitario Virgen de la Arrixaca,
Murcia, Spain, 7Onassis Cardiac Surgery Centre, Athens, Greece, 8Onze Lieve
Vrouwe Gasthuis, Amsterdam, Netherlands, 9Kantonsspital Aarau, Aarau,
Switzerland, 10Hospital de Sant Pau y Santa Creu, Barcelona, Spain, 11Hospital
Clinico Universitario de Santiago de Compostela, Santiago de Compostela, Spain,
12Amphia Hospital Breda, Breda, NB
Background: Drug-eluting stents with biodegradable polymers have been developed
to address the risk of very late adverse events such as stent thrombosis. The purpose of
this analysis was to compare incidence of stent thrombosis in an all-comers percu-
taneous coronary intervention (PCI) cohort treated with the biodegradable polymer-
coated biolimus-eluting stent (Nobori; BES) or the durable polymer-coated
everolimus-eluting stent (Xience or Promus; EES).
Methods: The COMPARE II study is an open-label, prospective, randomized, non-
inferiority, all-comer trial undertaken at 12 sites across Europe currently at 3-year
follow-up. Patients were randomly allocated (2:1) to receive either a BES or EES.
Stent thrombosis was deﬁned according to the Academic Research Consortium.
Results: Of the 2707 study patients (4025 lesions), 2683 (99.1 %) completed 3 years
follow-up. The 3-year stent thrombosis rates in the BES and EES group are tabulated.Events at 3 years
EES
(n¼912)
BES
(n¼1795)
Relative Risk
[95% CI] p-value
Deﬁnite Stent Thrombosis
All Stent Thrombosis 0.8% (7) 1.2% (21) 1.52 [0.65-3.57] 0.33
Early Stent Thrombosis 0.3% (3) 0.6% (11) 1.86 [0.52-6.66] 0.33
Late Stent Thrombosis 0.1% (1) 0.1% (2) 1.02 [0.09-
11.19]
0.99
Very Late Stent
Thrombosis
0.3% (3) 0.5% (8) 1.36 [0.36-5.09] 0.65
Deﬁnite or Probable Stent Thrombosis
All Stent Thrombosis 1.4% (13) 1.3% (23) 0.90 [0.46-1.77] 0.76
Early Stent Thrombosis 0.8% (7) 0.6% (11) 0.80 [0.31-2.05] 0.64
Late Stent Thrombosis 0.2% (2) 0.2% (3) 0.76 [0.13-4.55] 0.77
Very Late Stent
Thrombosis
0.4% (4) 0.5% (9) 1.14 [0.35-3.70] 0.82
JACC Vol 64/11/Suppl B j September 13–17, 2014 j TCT Abstracts/SteConclusions: At 3-year follow-up the biodegradable polymer-coated BES has similar
stent thrombosis rates as the durable polymer-coated EES without observing any
tendency for reduction in frequency of this event beyond 1 year. In comparison to
second-generation durable polymer coated DES, these results challenge the concept of
biodegradable polymers.
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Background: There is limited head-to-head data on late stent-related outcomes for
biolimus-eluting biodegradable (BES) polymer-coated Nobori stent and durable
polymer-coated sirolimus-eluting stent (SES).
Methods: In the SORT OUT (Scandinavian Organization for Randomized Trials with
Clinical Outcome) V trial we prospectively randomized 2468 patients. The SORT
OUT V trial did not demonstrate non-inferiority of the BES to the SES at 9 months.
Follow-up through 3 years is complete in 2467 (99.96%). The 3-year pre-speciﬁed
endpoint was a composite of safety and efﬁcacy (MACE: cardiac death, myocardial
infarction and target vessel revascularization and deﬁnite stent thrombosis) and the
safety endpoint of interest was deﬁnite stent thrombosis.
Results: At 3-year MACE rate did not differ signiﬁcantly between the two groups:
BES group (10.1%) compared to the SES group (11.2%) (hazard ratio (OR) 0.90, 95%
conﬁdence interval (CI) 0.69-1.16). Deﬁnite stent thrombosis occurred within 3 years
in 30 patients (1.2%). Overall rate of deﬁnite stent thrombosis did not differ signiﬁcant
between BES or SES treated patients (1.4% versus 1.0%, (OR¼1.33, 95% CI
0.64-2.81)).Conclusions: At 3-year follow-up the Nobori stent with a biodegradable polymer was
not associated with a lower risk of MACE or deﬁnite stent thrombosis compared to the
Cypher stent with a durable polymer. However, the risk of stent thrombosis was time-
dependent. In the ﬁrst year the risk was higher in the Nobori group. In the period from
2 to 3 year after implantation the risk was lower in the Nobori group
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Background: Drug-eluting stents with biodegradable polymers have been developed
to reduce the risk of very late adverse events such as stent thrombosis. Recent studies
have indicated similar results with regard to safety outcomes for the biodegradable
polymer-coated biolimus-eluting stent (Nobori; BES) compared to the durable
polymer-coated everolimus-eluting stent (Xience or Promus; EES) at 1 year.
However, these trials were not powered to detect differences in low-frequency events
such as stent thrombosis.
Methods: The all-comers COMPARE II and NEXT clinical trials randomly assigned
5942 patients to BES or EES and is at present the largest pooled analysis of BES in
all-comers requiring percutaneous coronary intervention (PCI). Here we conducted a
patient level analysis at 1 year to assess rates of stent thrombosis deﬁned according to
the Academic Research Consortium.
Results: The pooled unadjusted 1-year stent thrombosis rates of the 5942 study pa-
tients (8094 lesions) are tabulated. Covariate adjusted analyses accounting for baselinents - Drug-Eluting: Stent Thrombosis B187
